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[Client logo]             Validation Master Plan and Policy

1 Purpose

This document provides an overall view of the principles of validation that are applied within the facility. 
Validation is the generation, collection and documentation of data that demonstrates that the products and services provided meet the requirements stated in specifications and regulatory documents.

1.1 References
Insert list of referenced documents here

1.2 Definitions / Abbreviations
Insert list of referenced terms and acronyms here

2 Policy Statement
The facility will ensure that all infrastructure, systems, equipment and processes involved in the manufacture of product, are validated to demonstrate that they are capable of consistently producing the expected outcome.

3 Validation Master Plan
	Regulatory Standards
	· Code of Good Manufacturing Practice: [insert relevant code of GMP here]
· PIC/S Guide to manufacturing of medicinal products: Annexe 15 – Qualification and Validation

	Scope:
	Validation and / or Qualification principles are to be applied to;

· manufacturing processes

· Facilities 
· Critical Equipment 

· Critical Material

Stages of validation are;

· Planning

· Conducting

· Implementing

· Change management 

All new facilities, processes, items of equipment, or critical materials must be validated, and /or qualified.

All changes to existing facilities, items of equipment, or critical materials may require validation dependent upon the level of risk to the manufactured product. 

Validation activity

Description 

Validation 

Requires a Validation protocol and Validation report. 
Qualification

Equipment
· May require a design qualification (DQ)

· Must have an installation qualification (IQ)

· Must have an operational qualification (OQ)

· May require a process qualification (PQ)
Material

· Must have a process qualification (PQ)



	Organisational Structure of Validation Activities
	Risk Analysis to determine level of validation


	
	Validation 
· Validation Protocols

· Validation Reports 

· Validation Register

	
	Qualification 
· Qualification procedures
· Qualification records
· Critical Equipment Register
· Critical Material Register

	Documentation
	Document controlled templates must be used for the preparation of validation documents.

	Change Control
	Where changes to previously validated processes, equipment, critical material, or facilities are planned, they must be validated to ensure that they meet, or exceed organisational requirements, and that they comply with regulatory guidelines and standards.
Validations are not to be performed retrospectively without the authorisation of the Quality Manager and the Production Manager.
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